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DETAILED ACTION 

Claims 1-5 and 10-15 are currently pending in the instant application. Claims 10- 
14 are rejected under 35 USC 112 1®* paragraph and claims 1-5, 10-12 and 15 are 
provisionally rejected under obviousness type double patenting. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any. person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his Invention. 

Claims 10-14 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the treatment of persistent pain and the method of 
selectively inhibiting the reuptake of serotonin and norepinephrine for the treatment of 
persistent pain does not reasonably provide enablement for the treatment of any 
disorder associated with serotonin or norepinephrine dysfunction or the selectively 
inhibiting the reuptake of serotonin and norepinephrine for the treatment of any other 
disease. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
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whether a disclosure meets the enablement requirement of 35 U.S.C. 112. first 
paragraph, have need described. They are: 

1 . the nature of the invention. 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case, 

The nature of the invention 

Claim 10 is drawn to a method of inhibiting the reuptake of serotonin and 
norepinephrine, which, as stated in the specification, is useful for the treatment of 
diseases such as depression. OD, anxiety, memory loss, urinary incontinence, conduct 
disorders. ADHD, obesity, alcoholism, pain, etc. Claims 11-14 are drawn to the 
treatment of diseases such as depression, OD, anxiety, memory loss, urinary 
incontinence, conduct disorders, ADHD, obesity, alcoholism, pain, etc. 

It is noted that the claims 10 and 1 1 as written include diseases that are known to 
exist and those that may be discovered in the future, for which is there is no 
enablement. 

The state of the prior art and the predictability or lacl< thereof in the art 
The state of the prior art is that the pharmacological art involves screening in 
vitro and in vivo to determine which compounds exhibit the desired pharmacological 
activities (i.e. what compounds can treat which specific diseases by what mechanism). 
There is no absolute predictability even in view of the seemingly high level of skill in the 
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art. The existence of these obstacles establishes that the contemporary knowledge in 
the art would prevent one of ordinary skill in the art from accepting any therapeutic 
regimen on its face. 

The instant claimed invention. is highly unpredictable as discussed below: 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F.2d 
833, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is, the 
more specific enablement is necessary in order to satisfy the statute. In the instant 
case, the instant claimed invention is highly unpredictable since one skilled in the art 
would recognize that in regards to therapeutic effects of diseases applicant considers 
associated with serotonin and norepinephrine dysfunction, whether or not the disease is 
effected by the reuptake of serotonin and norepinephrine would make a difference along 
with whether any of the compounds are can inhibit this. 

For example, for the treatment of pain, page 9 of applicants* instant specification 
states that acute pain and chronic pain differ in etiology, mechanisms, pathophysiology, 
symptomatology, diagnosis, therapy and physiological responses. 

Hence, in the absence of a showing of correlation between all the diseases 
claimed as capable of treatment the inhibition of the reuptake of serotonin and 
norepinephrine, one of skill in the art is unable to fully predict possible results from the 
administration of the compound of the claims due to the unpredictability of the role of 
the inhibition of the reuptake of serotonin and norepinephrine. 

The amount of direction or guidance present and the presence or absence 
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of working examples 

The only direction or guidance present in the instant specification is the listing of 
diseases applicant considers as treatable on pages 8-1 1 and in vitro assay data on 
pages 64-73. Formaline paw assay data is found on pages 68-69. There are no 
working examples present for the treatment of any disorder except persistent pain. 
There are no test(s) directed to the many uses pointed out above which are art- 
recognized for predicting in vivo efficacy. 

The uses covered by the claims is not enabled based solely on the assay testing 
reported in the specification. Various studies reported for compounds in clinical 
development rely on animal models and not simply assay testing as done herein. Note 
Hoffman V. Klaus 9 USPQ2d 1657 regarding the standard of testing that is necessary to 
establish the likelihood of in vivo use. Also see Ex parte Powers 220 USPQ 925. 
Where the utility is unusual or difficult to treat or speculative, the examiner has authority 
to require evidence that tests relied on are reasonably predictive of in vivo efficacy by 
those skilled in the art. See for example, In re Ruskin 148 USPQ 221 ; Ex parte 
Jovanovics 21 1 USPQ 907. Any evidence relied on by applicants must clearly show a 
reasonable expectation of in vivo success for any additional diseases that may still be 
embraced in response to this action. See MPEP 2164.05(a). 

Further, there is no disclosure regarding how all types of the diseases having 
divers mechanisms are treated. Receptor activity is generally unpredictable and a 
highly structure specific area, and the data provided of is insufficient for one of ordinary 
skill in the art in order to extrapolate to the other compounds of the claims. It is 
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inconceivable as to how the claimed compounds can treat the extremely difficult 
diseases embraced by the instant claims. 

Applicants have not provided any competent evidence or disclosed tests that are 
highly predictive for the pharmaceutical use of the instant compounds. Pharmacological . 
activity in general is a very unpredictable area. Note that in cases involving 
physiological activity such as the instant case, "the scope of enablement obviously 
varies inversely with the degree of unpredictability of the factors involved." See In re 
Fisher, 427 F.2d 833. 839. 166 USPQ 18, 24 (CCPA 1970). 

The breadth of the claims 

The breadth of the claims are a method of inhibiting the reuptake of serotonin 
and norepinephrine, which, as stated in the specification, Is useful for the treatment of 
diseases such as depression. OD. anxiety, memory loss, urinary incontinence, conduct 
disorders, ADHD, obesity, alcoholism, pain, etc. Claims 11-14 are drawn to the 
treatment of diseases such as depression, OD, anxiety, memory loss, urinary 
incontinence, conduct disorders, ADHD, obesity, alcoholism, pain, etc. 

Furthermore, the instant claims cover 'diseases* that are known to exist and 
those that may be discovered In the future, for which there is no enablement provided. 

Further, there is no reasonable basis for assuming that the myriad of compounds 
embraced by the claims will all share the same physiological properties. 

The quantity of experimentation needed 

The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine what diseases out of all diseases would be benefited 
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(treated) by inhibition of the reuptake of serotonin and norepinephrine and would 
furthermore then have to determine which of the claimed compounds would provide 
treatment of which disease, if any. 

The level of the skill in the art 

While the level of skill in the art is high, .due to the unpredictability in the 
pharmaceutical art, it is noted that each embodiment of the invention is required to be 
individually assessed for physiological activity by in vitro and in vivo screening to 
determine which compounds exhibit the desired pharmacological activity and which 
diseases would benefit from this activity. Furthermore, the claims cover (but are not 
limited to) all types diseases associated with the reuptake of serotonin and 
norepinephrine. The state of the art is that drugs having the activity relied on herein are 
not known to have such a spectrum of clinical applications. 

Thus, the specification fails to provide sufficient support of the broad use of the 
compound of the instant claims for the treatment of disorders associated the reuptake of 
serotonin and norepinephrine. As a result necessitating one of skill to perform an 
exhaustive search for which diseases can be treated by what compounds of the instant 
claims In order to practice the claimed invention. 

Thus, factors such as "sufficient working examples", "the level of skill in the art" 
and "predictability", etc. have been demonstrated to be sufficiently lacking in the 
instantly claimed methods. In view of the breadth of the claim, the chemical nature of 
the invention, and the lack of working examples regarding the activity of the claimed 
compounds in regards to the treatment or prevention of the many differing diseases, 
one having ordinary skill in the art would have to undergo an undue amount of 
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experimentation to use the invention commensurate with the claims. 

Genentech Inc. v. Novo Nordisk A/S (CA FC) 42 USPQ2d 1001 , states that " a 
patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "[p]atent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may 
not be workable". 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by. or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re LongK 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
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F.2d 438. 164 USPQ 619 (CCPA 1970); and In re Thorington. 418 F.2d 528. 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-5 and 10-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable overclaims 1-7, 14, 15 and 
18 of copending Application No. 10/524650. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the conflicting claims 
are claiming products and methods of treatment, of such as pain, which differ only in the 
stereochemistry of the claimed compound, i.e. applicants' instant claims are for (2R,2'R) 
and the conflicting claims are for (2S, 2'S). The conflicting claim provide preferences in 
claims 4-7 which direct one to isomers of applicants' instantly claimed invention. 
However, nothing unobvious is seen in substituting the known claimed isomer for the 
structurally similar isomer, as taught by the conflicting claims since such structurally 
related compounds suggest one another and would be expected to share common 
properties absent a showing of unexpected results. 
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This Is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Rebecca L. Anderson whose telephone number is (571) 
272-0696. Mrs. Anderson can normally be reached Monday through Friday 5:30AM to 
2:00PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Mr. Joseph K. McKane, can be reached at (571 ) 272-0699. 

The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infonnation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 




Rebecca Anderson 
Patent Examiner 
Art Unit 1626, Group 1620 
Technology Center 1600 



13 March 2007 



